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MedWatch and HCT/P Safety

l With MedWatch, FDA can detect  
trends across the country that may not 
be identified at an individual site.

l Goal of HCT/P surveillance is to 
prevent additional adverse reactions. 



It is a reportable HCT/P 
adverse reaction, now what do I do?

You have 15 days from receipt of information

Use Form FDA 3500A (MedWatch)

Obtain from CBER or electronically from: 
www.fda.gov/medwatch or www.hhs.gov/forms



MedWatch forms: http://www.fda.gov/medwatch/
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Section A: Patient      
Information

Section B: Adverse 
Event, Product 
Problem or Error
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For HCTP’s:

Use Section C 
for Suspect 
Medication(s)
not
Section D for 
Suspect Device



Filling out 
Section C. 

for an HCT/P

C1. Name, manufacturer

C3. Dates of Use: 
#1 Date of implant 

#2 Date of explant, if applies
C4. Diagnosis or Reason     
for use
C6. Lot #

C7. Expiration #
C10. Concomitant          
Medical Products (C2, C5, C8, C9 are not relevant for HCT/P’s)



Proposed  
MedWatch 

3500A 

Changes in this section:

Section D.
Suspect PRODUCT(S)

D9. NDC# or Unique ID



Section E.

Initial Reporter
(who reported to 

you)
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Section F:             
For Use by User 
Facility/Importer 
(Devices Only)

Section G:               
All Manufacturers

Section H: Device 
Manufacturers



MedWatch
Form 

Form FDA 
3500A
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Section G*
(Sections F and H are 

for device 
manufacturers)

* Will be Section I in the Revised 3500A



Filling out MedWatch on-line (fillable pdf)
http://www.fda.gov/medwatch/getforms.htm



Where do I submit the 
MedWatch form?

l Send 2 copies of each MedWatch report to:
Center for Biologics Evaluation and Research

HFM-210
1401 Rockville Pike, Suite 200N
Rockville, MD 20852



Common 
MedWatch 
Problems

Device Section 
filled out



Common 
MedWatch 
Problems

No suspect 
product name

?



Common 
MedWatch 
Problems

Nonspecific product 
name

No manufacturer 
name



BRAVO!


